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1 3. REPORTING FACILITY ( Ust all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attachladditionaf sheets if necessary ) 


FACILITY LOCATIONS { Sites ) * See Atached Listing 


I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessary or use APHIS Form 7023A) 


A. 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Number cf animal 
being bred, 
conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not ye 
used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use a 
pain-relieving 
drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
Conducted involving 
accompanying patn or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic, analgesic, or tranqutiiz 
drugs would have adversely affected the procedures, res 
or interpretation of the teaching, research, expenments. 
surgery, or tests. ( An explanation bf the procedures 
producing pain or distress in these animals and the reasi 
such drugs were not used must be attached to this report 
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F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 
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8. Rabbits 
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9. Non-human Primates 







10. Sheep 
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12. Other Farm Animats 
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1 3. Other Animals 





























ASSURANCE STATEMENTS 


1 ) 


Professionally acceptable standards governing the care, treatment, and use of animats, including appropriate use of anastatic, analgesic, and tranquilizing dnj 
teaching, testing, surgery, or experimentation were followed by this research facility. j 


gs, prior to. during, and following actual resc 


2} Each principal investigator has considered alternatives to painful procedures. 


3} This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and 
Institutional Animal Care and Use Committee (IACUC). A summary of ail such exceptions ts attached to this annual reports In addition to identifying the tA 
brief explanation of the exceptions, as welt as the species and number of animals affected, 

4) The attending veterinarian for this research facility has appropriate authority io ensure the provision of adequate veterinary care and to oversee the adequacy; 


explained by the principal investigator and ap 
»CUC-approved exceptions, this summary inc 


jot other aspects cf animal care and use. 
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Annual Report Addendum, 2005, Facility No. 21-R-0209 I 

Category E Explanation-Guinea Pigs I 

The Guinea Pig Maximization (Sensitization) Test is a procedure which determines the 
allergenicity of materials. This study is required by the FDA Modified ISC* 10993-1 
matrix for preclinical evaluations of Class li and III medical devices. In this procedure, 
an adjuvant and saline extract are injected intradermally. The adjuvant enhances the 
immune response and does result in lesion formation at the injection site.) These 
lesions, ranging in size from 3mm to 20mm, are not treated due to the possible 
interference or enhancement of the sensitization response. In order to determine the 
health status of these animals, daily observations are performed and animal health 
technical personnel evaluate the sites. Any abnormal findings are reported to the 
Attending Veterinarian for assessment. During this period very few of the! 2,490 guinea 
pigs used in this evaluation (defined as Category E) required additional veterinary care 
for problems related to the lesions. 

In order to address pain and distress, the Attending Veterinarian researched analgesics 
and an appropriate oral medication which would not affect the animals’ fluid intake was 
not available. The nature of the Guinea Pig Maximization Test negates the use of 
topical analgesia. We also performed weight trends and the animals exhibited weight 
gain throughout the test procedure. The animals ambulated normally and only 
vocalized when handled (as is the case with untreated guinea pigs). 

Category E Explanation-Rabbits 

The rabbits which were categorized in “E" were evaluated in the Intracutaneous 
Reactivity Test or the Primary Skin irritation Test. Both tests are required by FDA for 
compliance with the ISO 10993 Biocompatibility Standard. Due to the nature of the 
evaluation, i.e. the testing of medical devices and associated products, significant 
reactions are not expected. However should reactions occur, we have incorporated a 
procedure to provide analgesia after the study is completed Analgesia c^n not be 
administered during the study because of potential interference with the grading of the 
skin. In 2 of the 96 studies performed during this reporting period, reactions of 
significant redness and swelling were evident. Animals in one study did not receive 
analgesia after study completion however animals in the second study were treated as 
described. 1 



